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July 20,1999

Dockets Management Branch
The Food and Drug Administration ~ N ~ 9 ‘N JJL 26 ;’:()27
Department of Health and Human Services, Rm. 1-23
12420 Parklawn Drive
Rockville, MD 20857

Re: 99P-1340/CP 1
Petition to Have “Eternity eau de parfum” Misbranded

Overview

I am expressing my whole-hearted support for the petition submitted in May of this year by the
Environmental Health Network (EHN) to have Calvin Klein’s “Eternity eau de parfum” declared
misbranded, based on FDA regulations 21CFR Sec. 740.1,21 CFR Sec. 740.2, and 21CFR Sec.
740.10.

My support for this petition is specifically based on the portion of regulation 21CFR Sec. 740.10,
which states:

“Each ingredient used in a cosmetic product and each finished cosmetic product
shall be adequately substantiated for safety prior to marketing. Any such ingredient
or product whose safety is not adequately substantiated prior to marketing is
misbranded unless it contains the following conspicuous statement on the principal

The safety of this product has not been determined.”display panel: ‘Waming—

The EHN petition shows that ‘~Etemity” contains toxic ingredients, and ingredients whose safety
has not been substantiated, and also that its packaging does not contain the requisite warning label.. - -.

My Main Concern

E~osure is hamnfidand vz2tuaZ~hnpossibfe to avoid

In general, consumers freely use products containing fragrance, unaware that “Etemit#’ and other
fragrances (1) contain toxic ingredients, and (2) are synthetic by-products of petroleum. This
unthinking exposure impacts many people, some of whom are incapable of explaining their
discomfort. For example, newborns are placed on sheets which carry fragrance from detergents and
fabric sofieners, and are cared for by perfumed adults. A baby’s nervous system is extremely
sensitive; how much of a baby’s crying is caused by exposure to the chemicals in fragrance is
anybody’s guess.

However, even when people old enough to know what is bothering them complain about toxic
reactions to fragrance, people who like and use fragrance are surprised, can even be offended, and
may assume these complaints are either unfounded or unreasonable. It is difficult to discuss with
most people, and fragrance in the workplace presents an especially difficult problem for many. How
often have we heard from, or abouq people who suffered headaches, nausea, or respiratory
problems because someone nearby wore “too much” perfbrne?



For &iny of us who know we are chemically sensitive and have identified the substances we must
avoid, going to work maybe out of the question. But we are also severely restricted in our ability just
to get around town, go shopping, or perform any ordinary daily activities outside our homes. Even
medical and dental offices –where we be to go – and the staff in hospital emergency rooms are
often fragrant.

The debilitating effects of exposure

When I am exposed to “Eternity” and other fragrances, I experience the following

Pain in my nostrils and sinuses, and immediate headache

Sudden fatigue

Steep decline in mental functionin~ as if I had been drugged; I can’t follow what
others say to me, can’t remember anything for a while, and may have trouble
expressing myself

Partial-complex seizures

The background of my chemicai sensitivity

I was a teacher for 29 years. As with many people who react badly to perfume, my sensitivitiesbegan
with another substance, then quickly spread to perfume.

My perfume sensitivity was well-known at school, but 1 found it very difficult to avoid daiiy
exposures. Finally, afier a student sprayed my desk and work area heavily with perfume as a practical
joke, I became too ill to work, and – most importantly – thismqior c@osziw cawed my sensiti@’es to

.pvad to other suhtances. ?
I

Today, I can’t read books, newspapers, or even photocopied materials because my sensitivities- -- .
spread to the chemicals in newsprint, ink and toner. I can’t use a computer because the CPU tid
monitor outgas chemicals that 1 now react to. I can’t safely go out of the house without a mask
because of the risk of exposure to perfume and other fragrant products. And I can’t drive, because
of the risk of seizures. /’

In other words, watching TV and social contact are about the otz~remaining sources of pleasure and
enrichment that I have, and my ability to be with other people is seriously compromised by: 1) other
people’s unawareness of the danger their perfume and other fragrant products pose, and 2) the
incredible number of exposures to fragrance I encounter whenever and wherever I go outside my
own home, such as from personal care products, detergents and fabric softeners blown out of
laundry vents, household and industrial cleaning agents, vehicle and building air fresheners, and so
on.

The most dangerous effect of exposure

Doctors who treat the chemically sensitive know there is only one sure way for someone who is
chemically sensitive to improve, and that is by avoiahg the substancesthat causea ~actioa. The most
dangerous effect of exposure is that it decreases immunity while increasing sensitivity
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- 1)

,
2)

Exposure decreases tolerance across the board, even to substances to which
a small exposure used to be tolerable

Exposure increases the total number of substances that cause toxic reactions;
that is, it results in new sensitivities

Conclusion

Not propedy labeling products that conti known toxic ingredients is a serious public health issue.
AMough some people do not currently react to the toxic ingredients in products like “Eternity”, the
FDA (not to mention the EPA – see the attachments) knows that these ingredients amdangerous.
And when it comes to perfume, no one knows how much is “too much”. At the very least, the
public has a right to know what is in the products they purchase, and the manufacturers of those
products have a duty to provide that information. I ask that your office carefully consider the EHN
petition to misbrand “Eternity” and thereby help protect us all.

Sincerely, “~

“ Juleen Ross
1008 West St.
Petaluma, CA 94952

Attachments (2)

-, ---



‘IWenty Most Common Chemicak Found in Thirty-One Fragrance Products
19914A Study

Reference:LanceWallace, Environment J40tectionAgency.Phone (703) 341-7509
Excctp& from ‘Health H hfOKM~OSL” cosupuctj by Jwi Kenul, CO-CW, CitiZ&n.Sfor u To@c-Freg M*.

References: Material Su&y f)OUJsheers @4SDS)..

principal chemicals foundinscentedproducts are —
#

> ACETONE (ii: cologne, dishwaahing liquidanddetergen~nail
enamelretnovcr)— OnEP& RCRAj CERCLA k4X’dOUS

Waste ~ %halation crai cause &yness of the mouth agd throat
dizziness, nauseaincoordiw@on,slurredspeechdrowsiness,and,
insewreexposures,catm” “Acts pdmarily as a central nenous
system (CM) depressant.”

BENZALDEHYDE (ii perfume, cologne, hairspray, laundrybleach,
deodorants,detergen~vaselinelotio~ shavingcream,shampoo,bar
soap, dishwasher detergent) — Narcotic. Sensitizer. “bcal
anesthetic,’CNS depressant”... “irrit+ioa.to the m~uth throaq
eye% sk@ lungs, M G! @Set =using IM= ~d tsbdortdd

pain.” “May cause kidney damag~” “Do not use rvishconsact
lenses.”

BENZYL ACETATE (k perfume, cologne, shampoo, fabric
softener, stickup air ~hena, dishwashing liquid and &“tergenL
soap, hairspray, bleach aftes shave, deodorants) — Carcinogenic
(linked to pancreatic cancerk “FrorIIvapors: irrltathsg to eyes
and respiratory passages, exciting cough.” % mice: hypcraernia
of the lungs.” “Can be absorbed tlssmugh the skin causing
systemic effeek” “DOnot ffush to sewer.’”

BENZYL ALCOHOL (isx perfume, cologne, soap, shampoo, nai]
enamel remover, air freshener, laundry bleach and detcrgen~
vascline lotion, deodorants, fabric softener) — “irritating to the
upper respiratory tract”. . . “headache, nauseq vomiting,
dixziness, drop in blood pressur% CNS depression, and death in
severe cases due to respiratory failure.”

CAMPHOR (ii: perfume, shaving cream, nail enamel, fabric
softener, dishwasher detcrgen~ nail color, #tickup air freshener) —
“local irritant and CNS stimulant”’ ,. .%eadily absorbed through
body tissues” . . .“irritations of eyes, nose and throat” . . .Wzzlness,
confusion,-ita~wtwitching muscles and convulsions” “Avoid
inhalation of vapors.”

ETHANOL (k. perfume, hairspray, shampoo, fabric sofiener;
dishwashirrg fiquid and detergen~ laundry detcrgFiIL shaving cream,
soap, vaseiine lotion, air tkesheners, nail color and remover, paint
ad .;~rrish reiiicver) — 00 EPA bi JOUS Yv’tite ibm symp[ons:

. “.. fatigue; irriqiting to eyes and upper respiwory tract even in
iow concentratrbtts... “ “hhdiaSion of ethanol vapors qart have
effects similar to those characten”stic of ingestion. These include an
initial stimulator effect followed by drowsiness, impaired vision,
ati% stupor...” Causes CNS disorder.

ETHYL ACETATE (in: after shave, cologne, perfume, shanqwo,
S@ color, nail enamel remover,fabric softener, dlshwashing liql
— Ntuwtic On EPA Hazardous Waste list; “...irritating to I
eyes and respiratory trot”. . . “may cause headache and nasw

(stupor)” . . .“def~g effect on akin and may cause @s)gand

cmcking” . . .“may cause ane~ with Ieukocytosis and damage
liver and ki&eys” “Wash thoroughly afler Itadbg.”

LJMONIWE (in: perfume, cologne, disinfectant spray, bar soap,
shaving crwn. deodorants, nail color and remover, fabric soften~
dishwashing liquid, air tisheners, after shave, bleach paint and
varnish remover) — Carcinogenic. “Prevent its contact with sti
or eyes because it is sssh’rff&f and sensitizer.” “Always wmh
thorough/y ujier using th& matenid and before eating, drinking,
.,.applying cosmetics. Da nor inhakklintorttnevapor.”

U?J.”&GCL (k Ftitmie, ti’ i~gue, k soiip, shaitipuo. hdd iutim
nail enamel remover, hairspray, laundry detcrgen~ dkhwsshi,ng
liquid, vaseline lotion, air fresheners, bleach powder, fabric
softener, shavbtg creatm atler shave, sofid deodorant) — Narcoti
. . .“~hto~ ~b~c~” . . . “A~ts &tes.” “1.nanimal w
ataxic gai~ reduced spontaneous motor activity and depression ..
development of respiratory disturbances Ieading to death.” . . .’{de
ptessed frog+em activity.” Causes CNS disorder.

METHYL.ENE CHLORIDE (in: shampoo, cologne. paint and
. varnish st?mover) — Banned by the FDA in 1988! No enjorceme

possible due to trade secret laws protecting clwmicalfiagrance
industty. On EPA, RC~ CERCLA Hazardous Waste lists.
“Cw3nogenic’~.. .“Absod)ed, stored in body fa~ it metabofi~s [t
carbon monoxide, reducing oxygen-cacrying capacity of the blood
“Headache, giddines$, stupor, irritability, fatigue, tingling in t]

- limbs.” Causes CNS disorder.

a-PINENE (in: bar and fiquid soap, coIo@e, perfume, shaving cream
deodorants, dishwashing liquid, air freshener) — Sensitizer
(dizmagr”ngto the immune system).

g-TEI@INENE (in: cologne, perfume, soap, shaving cream,
deodorant, air freshener) — “Causes asthma and CNS disordem.’

a-TERPINEOL (in perfume, cologne, laun&y de~rgent, bleach
powder, laundry bleach, fabric softtner, stickup W freshener.
vascline lotion, coIogne, s&p, hairspray, after shave, rolI-on
deodorant)— ...’%ighlyirritatingto mucous membranes”...
“Aspiration into the lungs can produce pneumordtis or even fatal.
edema” Can afso cause “excitemen~ ataxia (loss of muscular
coordination), hypothemd% CNS and respiratory depression,
and headache.” “Revent repeated or proIonged skin conmct.”

Unable to secure MSDS for the followingchemicals:

l~CINEOLE; lXITRONELLO~ bMYRCENE; NERO~ OCIMENE; bPHENETWL ALCOHOG a-TERPINOLENE ‘

● 95% of chetnicafs used in fra-s are synthetic compounds derived
from petroleum. ‘fbey include benzene derivatives, aldehydes and

.

●

✎

✎

many other known toxics and sc~ittim — capable of causing cancer,
birth defec~, mnti nemous syskm disorders and allergic ksctions.
Neurotom”w:At Home and the Workplace, Report by the Committee
on science & Technology, KM. House of Representatives, Sept. 16,
1%6. (Report 99-827)
Central Netvom System &WJCKS (brain and spine) include Multiple
Sckosis, p~~n’s DiSC.SSC,~fieimef~ D~e, Su@n ~f~t
Death Syndrome.
Chlorofm.u was found in tests of fabric softeners: EPA’s IWl SudY.
A r’oommmining an air freshener had high levels of p-dich.loroben-
zene (a carcinogen) and ethanoi: EPA’s J99J study.

.

.

.

.

M FDA analysis (1968-1972) of 138 compounds used in cosmetics
that most frequent~ involved adverse reactjons, identified five
chemicals (alpha-terpineol, benzyl acetate, benxyl a]cobol,
limonene and lhsalool) that ase among the M most COSIUKIOrdyused:

the 31 fragrance products tested by the EPA in 1991!
Thirty-three million Americans suffer from sinusi@ (~arrqnati6n c
infection of sinus passages).
Ten million Americans have asthma. Asthma ~d Ssthma deaths hav
incremed over 30% in the past 10 years.
Headaches cost $50 billion in lost productivity ~d medical expense:
and 157 million lost work days in 1991. “FOCUS on Fragrance and

Heafth,”by Louise Kos[~ The Human Ecologisr, Fall 1992.
----



Fabric Softeners = Health Risks from Dryer Exhaust
and Treated Fabrics

Chemicals found in fabric softeners by U, S. Environmental Protection Agency (EPA)

“IcientificatiOn of Polar Volatile Organic Compounds in Consumer Products and Common

Microenvironment”, 1991

Reference: Lance Wallace, EPA. Phone (703.) 341-7509

Symptoms of exposure are taken from industry-generated MateriaI Safety Data Sheets (MSDS)

Compiled by Julia Kendall, Co-Chair, Citizens for a Toxic-Free Mm-in,

Phone (41 5) 485-6870

Chemicals Found in Fabric Sofieners/Dryer Sheets

Alpha-Terpineol - Causes CNS (central nervous system) disorders... “highly irritating to mucous
membranes”

“Aspiration into the lungs can produce pneumonitis or even fatal edema, ” Can also cause...
“excitement, ataxia (loss of muscular coordination), hypothermia, CNS and respiratory
depression, and headache, “ “Prevent repeated or prolonged skin contact, ”,1

Benzyt Acetate - Carconigenic (link]d to pancreatic cancer), “From vapors: irritating to eyes and
respiratory passages, exciting cough. “ “In mice: hyperanemia of the lungs. ” “Can be absorbed ‘
through the skin causing systemic effects, ” “Do not flush to sewer, ”

Benzyl Alcohol - Causes CNS disorders ~~.“irritating to the upper respiratory tract” ...“headache,
nausea, vomiting, dizziness, drop in blood pressure, CNS depression, and death in severe cases

. due to respiratory ftilure. ”

Camphor - Causes CNS disorders. On EPA’s Hazardous Waste list, Symptoms: “local irritant and
CNS stimulant” ...“readily absorbed through body tissues” ...“irritation of eyes, nose, and throat”

“dizziness, confhsion, nausea, twitching muscles and convulsions”. “Avoid inhalation of.
vapors. ”

Chloroform - Neurotoxic. Anesthetic. Carcinogenic. on EPA’s Hazardous Waste list. “Avoid
contact with eyes, skin, clothing. Do not breathe vapors ... Inhalation of vapors may cause
headache, nausea, vomiting, dizziness, drowsiness, irritation of respiratory tract and loss of
consciousness. “ “Inhalation can be fatal. ” “Chronic effects of overexposure may include kidney
andor liver darnage. “ “Medical conditions generally aggravated by exposure: kidney disorders,
liver disorders, heart disorders, skin disorders, “ “Conditions to avoid: Heat.., ” Listed on
California’s Proposition 65,



Ethyl Ac&ate - Narcotic On EPA’s Hazardous Waste list. “...Irritating to the eyes and respiratory

tract” ..“may cause headache and narcosis (stupor)” . .“may cause amnia with Ieukocytosis and
damage to liver and kidneys” “Wash thoroughly after handling, ”

Limonene - Carcinogenic. “Prevent its contact with skin or eyes because it is an irritant and
sensitizer. “ “Always wash thoroughly after using this material and before eating, drinking
,.,applying cosmetics. Do not inhale limonene vapor. ”

Linalool - Narcotic Causes CNS disorders. ...“respiratory disturbances” ...“Attracts bees. ” “In
animal tests: ataxic gait, reduced spontaneous motor activity and depression . depressed heart
activity . development of respiratory disturbances leading to death. ”

-. Pentane - “Danger - Harmfi.d if inhaled ...Avoid breathing vapor. “ “Inhalation of vapors may cause
headache, nausea, vomiting, dizziness, drowsiness, irritation of respiratory tract and loss of
consciousness. Repeated inhalation of vapors may cause CNS depression, Contact can cause eye
irritation, Prolonged exposure may cause dermatitis (skin rash). ”

CNS = Central Nervous System - Your brain and spine. CNS disorders include: Alzheimer’s
Disease, Attention Deficit Disorder, Dementia, Multiple Chemical Sensitivity, Multiple Sclerosis,
Parkinson’s Disease, Seizures, Strokes, Sudden Infimt Death Syndrome. CNS exposure
symptoms include: aphasia, blurred vision, disorientation, dizziness, headaches, hunger,

memory 10SS,numbness in face, pain in neck and spine,

ACT NOW
{I

File an official complaint, Call the ~, S, Consumer Product Safety Commission at 1-800-638-
2772; preis~~ess 999 to file your report on fabric softeners, Emphasize CNS disorder
symptoms caused by chemical poisoning from the product. Allergic symptoms are not given
priority in Commission investigations. Demand a recall. Everyone you know who reacts to fabric
sofieners should cdl - the tally will be u$efi.d in litigation and publicity.

‘. Attain copies of reports from the U. S. Consumer Product Safety Commission, CaIl 1-301 -504-.
0424. Consumer product reports are available under the Freedom of Information Act. Request
any of the following: Emergency Room reports; Consumer Complaints; Death Certificate reports;
In-depth Investigations,

Contact manufacturers: 1-800-543-1745- Proctor and Gamble (Downy and Bounce); 1-800-598-
5005- Lever Brothers (Snuggle); or call the maker of the product you know makes you ill,

Call the Air Quality Management and the Air Resources agencies in your area. Request a list of
their board members. Ask for information regarding their policies for presenting issues to their
boards, Request the boards consider the issue of fabric softeners in dryer exhausts as a factor in
air pollution, File a complaint.



b. ‘
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CLASS ‘ACTION LAWSUIT

? If enough individuals are willing to participate in a lawsuit against manufacturers of fabric
sofleners, each individual may be entitled to receive a damage award, Consider joining a lawsuit if
you or a dependent have become ill when exposed to a fabric sofiener.

Exposure can result through inhalation or skin contact from the exhaust of dryers or from treated
fabrics (e.g., clothes, sheets, towels), which are in close proximity to you.

If you are using a fabric soilener (liquid or sheets) - whether fragrant, unscented, or fragrance-free
- STOP !! Save the container as evidence, arid take this article to your doctor to document your
symptoms,

If you suffer symptoms from exposures to fabric softeners: provide a brief description of your
symptoms; give product name if known; include your name, address and phone number; enclose a
self-addressed, stamped envelope and mail to:

Correspondence:

The Chemical Injury Litigation Project

PO, BOX 2785

San Rafael, California 94912 USA
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